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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this application 

is eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 
1 .17(e) has been timely paid, the finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.1 14. Applicant's submission filed on April 10, 2009 has been entered. 



Response to Amendment 

2. Claims 6, 10, 12 and 13 have been amended, claims 1-4 cancelled and claims 17- 
19 added as requested in the amendment filed on April 10, 2009. Following the amendment, 
claims 6 and 10-19 are pending in the instant application. 

3. Claims 14-15 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in the reply filed on April 
17, 2008. 

4. Claims 6, 10-13 and 16-19 are under examination in the instant office action. 

5 . Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

6. Applicant's arguments filed on April 10, 2009 have been fully considered but 
they are not deemed to be persuasive for the reasons set forth below. 
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Claim Rejections - 35 USC § 112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claims 12-13 and 17-19 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

9. Claim 12 is vague and ambiguous for reciting limitation "peptide consisting of 
any one of SEQ ID NOS: 4 to 12 or 14 to 17 and one or more additional amino acids of SEQ ID 
NO: 1". Specifically, the structure of the recited peptide cannot be ascertained from the claim or 
the instant specification and therefore, the metes and bounds of the claimed subject matter are 
indefinite. 

10. Also, claim 12 recites "a ratio" of the peptides and it is not clear if the ratio is 
between any two of the peptides of SEQ ID NOS: 4 to 12 or 14-17 or any other ratio. 

1 1 . Further, claim 12 appears to be adding an additional step to the steps of claim 10; 
however, the meaning of limitation "ratio [. . .] is used as an indicator for diagnosing Alzheimer's 
disease" is vague and indefinite. Clarification of what specific ratio values or another use of the 
ratio stand as a diagnostic measure is required. 

12. Claims 13 and 19 are indefinite as being incomplete for omitting essential steps, 
such omission amomting to a gap between the steps. See MPEP § 2172.01. The omitted steps 
are: the final step that leads to identification of a therapeutic agent for AD as stated in the 
preamble of the claims. Also, claims 13 and 19 recite determination of relative amounts or 
changes in molecular species without a clear comparison step or reference to a point of 
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comparison. For example, "a decrease in the amount of the peptide [. . .] caused by said agent to 
be screened" seems to be only possible in comparison to the same procedure in the absence of 
the agent. Finally, the claim recites change in the molecular species of the peptide without any 
indication as what stands for the change to be determined. Is it increase, decrease of the certain 
species, the amounts of these certain species or both? 

1 3 . Claim 1 8 does not make sense. The claim expressly requires comparison of the 
amounts of "a first peptide" to the amount of "a high-molecular weight peptide" defined as a 
cleavage product of SEQ ID NO: 1 and being of higher MW that the first peptide. Claim 18 
depends from claim 10, which does not recited "a first peptide" or any peptides defined by 
molecular weight, therefore the relationship between critical elements and steps in the claim is 
missing. 

14. Finally, claims 12, 13 and 19 depend fi-om claim 6 which is not limited to one 
peptide; therefore any reference to species of "the peptide" wherein the peptides of SEQ ID NOS 
4-12 and 14-17 appear to be species of each other because of the minimal difference in their 
structure renders the claimed subject matter vague and indefinite. 

15. Claim 17 is indefinite for being dependent fi-om indefinite claim. 

16. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such fiall, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

17. Claims 10-13 and 16 stand rejected under 35 U.S.C. 1 12, first paragraph, for 



reasons of record as applied to claims 7-13 in section 16 of Paper mailed on July 07, 2008. The 
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specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practice the invention commensurate in scope with these claims. 

At p. 8 of the Response, Applicant traverses the rejection by stating that the instant 
specification is fiiUy enabled for the methods as claimed and refers to pages 15-21, Example 1 1 
and figure 19. Applicant's arguments have been fiiUy considered but are not persuasive for the 
following reasons. 

The information presented at the passages cited by Applicant is limited to general 
description of prophetic diagnostic protocols and experimental data limited to detection of fiiU- 
length of the polypeptide of SEQ ID NO: 1 , Alcadein a, Alca, colocalized with APP in brain 
tissue of AD patients (Fig. 3 and 4) and generation of different species of Alca by transfected 
HEK293 cells. The instant specification and Applicant's Response do not present any 
explanation or scientific reasoning as why or how these data support the instant diagnostic 
method as currently claimed. There is no disclosure of relevance of the in vitro model used or 
reference to art-recognized technique to establish that the instant claimed method can be 
practiced without undue experimentation by one skilled in the art. 

18. Claims 13 and 17-19 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the enablement requirement essentially for reasons of record as applied to claim 
13 in section 16 of Paper mailed on July 07, 2008. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
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Applicant traverses the rejection by reference to pp. 21-23, Examples 9, 12 and figures 
20-23, see Response at pp. 8-9. Applicant's arguments have been given careful consideration but 
are unpersuasive for reasons that follow. 

Claims 13 and 17-19 are directed to methods of screening for therapeutic agents for 
Alzheimer's disease. As an initial matter, the final step that leads to a meaningful result - 
identification of a useful therapeutic agent - is missing from the claims, see reasons of record in 
sections 12-14 of the instant office action. Further, as fiiUy explained in the previous 
communications of record, the instant specification fails to present any factual evidence or a line 
of scientific reasoning to support a conclusion that the processing of the instant Alca 
polypeptide, as recited in the claimed methods , has any relevance to the etiology of Alzheimer's 
disease. There is also no record of any particular agent identified by the claimed method, which 
stands for lack of working examples to support the claimed invention. 

The statutory language of 1 12, first paragraph mandates satisfaction of the enablement 
requirement: in exchange for a patent, an applicant must enable reproduction and use of his 
invention. Further, the court decision of Genentec, Inc. v. Novo Nordisk, 42 USPQ 2d 
100,(CAFC 1997), makes it clear that: "[pjatent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may not be 
workable" and that "[tjossing out the mere germ of an idea does not constitute enabling 
disclosure". In the instant case, the instant specification is not enabled for the method claimed. It 
would require a significant amount of undue experimentation and essentially making an 
inventive contribution for the worker of skill in the art to research and discover how to practice 
Applicant's invention as currently claimed. 
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Claim Rejections - 35 USC §102 

19. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

20. Claim 6 is rejected under 35 U.S.C. 102(b) as being anticipated by Sonderegger et 
al., 2002, reference BA of IDS submitted on 02/27/2007. 

Claim 6 is directed to peptides consisting essentially of an amino acid sequence 
represented by any one of SEQ ID NOS: 4 to 12 or 14 to 17. Document of Soderegger et al. 
discloses polypeptide with 100% sequence identity to the polypeptide 820-838 of SEQ ID NO: 1, 
see copy of the sequence alignment attached to the instant office action. Since peptides of SEQ 
ID NOS: 4 to 12 or 14 to 17 represent various overlapping fragments of SEQ ID NO: 1, starting 
at position 815 and ending at position 855 and further due to use of an open language to describe 
the struture of the claimed peptides - "consisting essentially of - the peptide described by 
Soderegger et al. fiiUy meets the limitations of the claimed products and the instant invention is 
anticipated. 

Applicant is advised that if it is Applicant's desire to claim short specific fragments of 
SEQ ID NO: 1, specifically peptides of SEQ ID NOS: 4-12 and 14-17, then the claim should be 
drawn to "an isolated peptide consisting of the amino acid sequence selected from the group 
consisting of SEQ ID NO: 4, SEQ ID NO: 5, SEQ ID NO: 6, SEQ ID NO: 7, SEQ ID NO: 8, 
SEQ ID NO: 9, SEQ ID NO: 10, SEQ ID NO: 1 1, SEQ ID NO: 12, SEQ ID NO: 14, SEQ ID 
NO: 15, SEQ ID NO: 16 and SEQ ID NO: 17". 
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Conclusion 

21. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chemyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Olga N. Chemyshev, Ph.D. 

April 28, 2009 

/Olga N. Chemyshev/ 

Primary Examiner, Art Unit 1649 



